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Office Action Summary 



Application No. 

09/782.745 



Applicants) 

BRUGGEN ET AL. 



Art Unit 



Examiner 

DIBrino Marianne | 1&44 



- Tftc MAILING DATE of this communication Wears on the cover sheet wflft the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

- If NOflHioo for «piy is BpacKted above, me maximum W'*^ § 133). 

earned patent term adjustment. See 37 CFR 1.704<b). 

Status 

I )g| Responsive to communication^) filed on 30 October 2QQZ . 

2bM ™« action is F |NAL - 2b O ms acti0n iS non " fina| - 

3) Q Since this application is In condition for allowance except for ta^ fr^ ?J t0 ** **** " 

closed in accordance with the practice under Ex parte Quayle, 1936 CD. 11, 453 O.G. 21 3. 
Disposition of Claims 

4) 13 Clalm(s) 41-50 is/are pending in the application. 

4a) Of the above daim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 49 ancr SO is/are rejected, 
7® Claim(s) 41-48 is/are objected to. 

B)D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)S The specification is objected to by the Examiner. 

10)E1 The drawing(s) filed on 08 May 2001 is/are: a)D accepted or b® objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 ,85(a). 

II )□ The proposed drawing correction filed on is: a)Q approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required fn reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
aO All b)D Some*c)D None of: 

1 Q Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121, 
Attachments) 

dH Notlceof References Cited (PTO*92) «>□ Surrvnar^PTO^I 3) PaperNo(s) . 

2) □ Notica of Drataperson's Patent Drawing Review (PTO-648) 5) □ Notice of Informal Patent Apphcattan (PTO-152) 

3) □ Information Disclosure Statements) (PTO-1449) Paper No(s) . 6) □ Other 
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Application/Control Number 09/782,745 Page 2 

Art Unit: 1644 



DETAILED ACTION 

1. Applicant's amendment filed 10/30/02 (Paper No. 14) is acknowledged and bas been 
entered. 

2 Applicant is reminded of Applicant's election with traverse of Group I (claims 32-40), the 
isolated nucleic acid molecule (SEQ ID NO: 14) encoding GAGE-2 protein (SEQ ID NO: 27) 
and the species of HLA molecule HLA-Cw6 in Applicant's response filed 5/22/02. 

Claims 41-50 are pending and are being acted upon presently as they pertain to SEQ ID NO: 
14 and HLA-Cw6. 

3. The proposed drawing correction filed on 5/8/01 has been disapproved because it is not in 
the form of a pen-and-ink sketch showing changes in red ink or with the changes otherwise 
highlighted. See MPEP § 608.02(v). 

In view of Applicant's amendment filed 10/30/02. the followin g objection remains. 
The disclosure is objected to because of the following informalities: ^ 

a. The Brief Description of the Drawings should be amended from "Figure 1 " to -Figure 1 A- 
D-, "Figure 4" to -Figure 4A-D-. 

b. The disclosure is objected to because it contains an embedded hyperlink and/or other form 
of browser-executable code on page 26 at line 2. Applicant is required to delete the embedded 
hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 

Appropriate corrections are required. 

The following are new grounds of rejection necessitated by Applicant's amendment filed 
10/30/02. 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification stall contain a. wdttcn dewription of die Invention, and of the wanner and process of making and using it. in such full. clear, concise. ■Kid"** 
lemw an to enable any person skilled tn the art to which ft penal™, or with which it is roos nearly connected, to nuke and urn tut samo and thill set forth the hen 
mode contemplated by the Inventor of carrying out hit invention. 

6. Claim 49 is rejected under 35 U.S.C, 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a new matter rejection. 
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Application/Control Number: 09/782,745 Pa 9 e 3 

Art Unit: 1644 

The amendatory material not supported by die specification and claims as originally filed is: 
"An isolated nucleic acid molecule which encodes a GAGE tumor rejection antigen precursor, 
the complementary sequence of which hybridizes, at the following conditions:... " . 

Applicant points to support for claim 49 on page 28 of the replacement specification at lines 8- 
12. The disclosure at the said location in the specification is for the definition of stringent 
conditions. The disclosure immediately proceeding this is for nucleic acid molecules which 
code for a non-MAGE or non-BAGE tumor rejection antigen precursor (TRAP) which 
hybridize to a nucleic acid molecule containing the described nucleotide sequence of SEQ ID 
NO: 1, which is the sequence encoding the GAGE-1 TRAP. 

7. Applicant is reminded of the Revised Interim Guidelines for the Examination of Patent 
Applications Under the 35 U.S.C. 112, 1 1 "Written Description" Requirement, Federal 
Register, Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999; the following 
rejection is set forth herein. 

Claim 49 is rejected under 35 U.S.C. 112, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventors, at the time the application was filed, had possession of the 
claimed invention. 

The specification does not provide adequate written description of the claimed invention. The 
legal standard for sufficiency of a patent's (or a specification's) written description is whether 
that description "reasonably conveys to the artisan that the inventor had possession at that time 
of the. . .claimed subject matter", Vas-Cath. Inc. V. Mahurkar , 19USPQ2d 1111 (Fed. Cir. 
1991). In the instant case, the specification does not convey to the artisan that the applicant 
had possession at the time of invention of the isolated nucleic acid molecule which encodes a 
GAGE tumor rejection antigen precursor, the complementary sequence of which hybridizes, at 
the conditions recited in claim 49. 

The instant claim encompasses nucleic acid molecules that encode numerous undisclosed 
TRAPs. The "GAGE tumor rejection antigen precursor " of instant claim 49 encompasses 
molecules that partially or wholly derive from proteins encoded for by DNA molecules other 
than those that encode SEQ ID NO: 1 or other than those that encode GAGE-2 through 
GAGE-6, i.e., any sequence from any protein derived from a DNA molecule that hybridizes to 
it's own complement or presumably to a probe from SEQ ID NO: 1-6. There is insufficient 
disclosure in the specification on such nucleic acid molecules. 
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To fulfill the written description requirement, a patent specification ^ «^ " 
and do so in sufficient detail that one skilled in the art can clearly conclude that the ^venter 
invented die claimed invention." Lockwood v. American. Airlines i, Inc. ,107 
1572 41 USPQM 1961, 1966 (1997); Inre Gosteli , 872 F.2d 1008, 1012 10 USPQ2d 
1614 1618 (Fed Cir. 1989) (" \T\be description must clearly allow persons of ordinary skiij 
in the art to recognize that [the inventor] invented what is claimed.")- Thus, an applicant 
complies with the written description requirement "by describing the invention, with all its 
claimed limitations, not that which makes it obvious," and by using "such descriptive means 
as words, structures, figures, diagrams, formulas, etc., that set forth the claimed invention. 
Lockwood , 107 F.3d at 1572, 41 USPQ2d at 1966. 

An adequate written description of a molecule "requires a precise definition, such as by 
structure, formula, chemical name, or physical properties," not a mere wish or plan for 
obtaining the claimed chemical invention. Fiers v. Revel , 984 F.2d 1164, 1171, 25 
USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an adequate written description ... 
requires more than a mere statement that it is part of the invention and reference to a potential 
method for isolating it; Id. at 1170, 25 USPQ2d at 1606. 

The specification discloses that SEQ ID NO: 1 is the cDNA for GAGE-1, and that 5 other 
cDNAs which were identified using a GAGE-1 related molecular probe and "stringent'' 
hybridization conditions are cDNA for GAGE-2 through GAGE-6 (page 11 at lines 19 and 20, 
paragraph spanning pages 19 and 20 and page 28 at lines 8-12). The disclosure is for nucleic 
acid molecules which code for a non-MAGE or non-BAGE tumor rejection antigen precursor 
(TRAP) which hybridize to a nucleic acid molecule containing the described nucleotide 
sequence of SEQ ID NO: 1, which is the sequence encoding the GAGE-1 TRAP. 

In claims involving chemical materials, generic formulae usually indicate with specificity what 
the generic claims encompass. One skilled in the art can distinguish such a formula from 
others and can identify many of the species that the claims encompass. Accordingly, such a 
formula is normally an adequate description of me claimed genus. However, a generic 
statement such as "An isolated nucleic acid molecule which encodes a GAGE tumor rejection 
antigen precursor, the complementary sequence of which hybridizes" at stringent conditions 
recited in the instant claim 49, without more, is not an adequate written description of the 
genus because it does not distinguish the claimed genus from others. It does not specifically 
define any of the nucleic acid molecules that fall within its definition. It does not define any 
structural features commonly possessed by members of the genus that distinguish them from 
others. One skilled in the art therefore cannot, as one can do with a fully described genus, 
visualize or recognize the identity of the members of the genus. A definition by the property 
of encoding a "GAGE tumor rejection antigen precursor" the "complementary sequence of 
which hybridizes" under stringent conditions with its own sequence does not suffice to define 
the genus because it is only an indication of what the property the nucleic acid molecule has, 
i.e., of being some type of TRAP "GAGE" and of hybridizing to its complement, in this case 
its own complement. See Fiers, 984 F.2d at 1169-71, 25 USPQ2d at 1605-06. It is only a 
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Application/Control Number. 09/782,745 
Art Unit: 1644 

definition of a useful result rather than a definition of what achieves that result The 
tarip*» requirement of the patent statute requires a description of an invention, not an 
nSon of 7 result that one might achieve if one made that invention. See In re Wdde 736 
r2d 1516 1521 222 USPQ 369, 372-73 (Fed. Or. 1984) (affirming reaction because the 
specification does "little more than outlin [e] goals appellants hope me claimed ^venaon 
achieves and the problems the invention will hopefully ameliorate."). Accordmg^nammg a 
type of material generally known to exist, in the absence of knowledge as to what that material 
consists of, is not a description of that material. 

The instant disclosure of nucleic acid molecules encoding GAGE-1-6, i.e., SEQ DD NO: 14- 
18 does not adequately describe the scope of the claimed invention, which encompasses a 
substantial variety of subgenera. Since the disclosure fails to provide sufficient relevant 
identifying characteristics that identify members of the genus, and given the broad genus 
claimed, the disclosure of a few peptides of defined sequence is insufficient to describe the 
claimed genus. 

8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shiS conclude with one ox more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 49 and 50 are rejected under 35 U.S.C. § 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

a. Claim 49 is indefinite in the recitation of "the complementary sequence of which 
hybridizes" in line 2 because it is not clear what is meant. 

b. Claim 50 is indefinite in the recitation of "isolate" in line 1 because it is not clear what 
is meant. It is suggested that Applicant amend the said claim to recite "isolated" if that is what 
is meant. 

9. For the purpose of prior art rejections, the filing date of the instant claims 49 and 50 is 
deemed to be the filing date of the parent application serial no. 5,858,689, i.e. 9/21/95, as the 
earlier filed parent applications do not support the claimed limitations of the instant application. 
The limitation "hybridizes... for 18 hours at 65" degrees C is not disclosed in the said earlier 
filed applications - 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the Invention thereof by the applicant tor a patent 
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11 Claim 49 is rejected under 35 U.S.C. 102(a) as being anticipated by WO 95/03422 and 
aLSfom fcie specification on page 11 at lines 19 and 20, paragraph spannmg pages 19 and 
20, and page 28 at lines 8-12). 

WO 95/03422 teaches an isolated nucleic acid molecule which ^^f^^^f^ a 
conditions to GAGE-1 (SEQ ID NO: 1 of the reference) and codes for a TRAP _fcat is ^not a 
MAGE or BAGE TRAP (especially claim 2 and page 12 at lmesl-25) W0 95/03422 
teaches stringent conditions are hybridization in 1M NaCl, 1% SDS and 10% dextran 
sulfate, followed by two washes at room temperature for 5 minutes in 2XSSL, ana one 
wash for 30 minutes in 2XSSC, 0.1% SDS. 

The admissions in the specification at the said locations are that SEQ ID NO: 1 is the 
cDNA for GAGE-1 and that 5 other cDNAs were identified using a GAGE-1 related 
molecular probe (amino acid residues 20-328) and "stringent" hybridization conditions 
(recited in instant claim 49). 

Although WO 95/03422 does not teach the hybridization and wash temperature is 65 
degrees C, the claimed isolated nucleic acid molecule appears to be the same or similar to 
the isolated nucleic acid molecule of the prior art absent a showing of unobvious 
differences. Since the Patent Office does not have the facilities for exainining and 
comparing the isolated nucleic acid of the instant invention to those of the prior art, the 
burden is on applicant to show an unobvious distinction between the isolated nucleic acid 
molecule of the instant invention and that of the prior art. See In re Best, 562 F.2d 1252, 
i95 USPQ 430 (CCPA 1977). 

12. SEQ ID NO: 14 appears to be free of the prior art. 

13 Claims 41-48 are objected to as reciting SEQ ID NO, i.e., SEQ ID NO: 15-18, which 
correspond to isolated nucleic acid sequences of non-elected Groups II-V in the restriction 
requirement mailed 5/1/02, but would be allowable if rewritten to delete the limitations 
pertaining to non-elected Groups II-V, i.e., "SEQ ID NO: 15, 16, 17 or 18". 
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14 Applicant's amendment necessitated the new VOaBd^^c^V^^ J* 
Option. Accordingly, THIS ACTON IS ^^^C^l Wa^ 
Applicant is reminded of the extension of time policy as set forth in 37 CFR l.uow- 

A shortened statutory period for reply to this final action is set to expire ™^ MONTHS 
£om Z ZZg da7eof this action" In the event a first reply is filed wUhm ^ MONTHS 
of to mailing date of this final action and the advisory action is not mailed until after the end 
o f me Sl^ONTH shortened statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any extension fee pursuant to .37 
Cm 1 . 136(a) will be calculated from the mailing date of the ^^^l^ o{ 
however, will the statutory period for reply expire later than SIX MONTHS from the date ot 
this final action. 

15. Any inquiry concerning this communication or earlier c <™^^J^. m 
should be directed to Marianne DiBrino whose telephone number is 703-308-0061 The 
examiner can normally be reached on Monday and Thursday from 11 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Christina Chan, can be reached on (703) 308-3973. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-y*x>. 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is (703) 308-0196. 

Marianne DiBrino, Ph.D. . 
Patent Examiner Sa / '/^ /? 

April 10, 2003 TECHNOLOGY CENTER 1600 
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